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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of Group I in page 2, paragraph 2, of the 
reply filed on 4/28/08 is acknowledged. 

2. The applicant further contradicts the election without traverse (prejudice) by 
stating that there would not be a burden to the examiner to examine the application as a 
whole. This argument is not persuasive because the non-elected inventions do not 
share the same special technical features. Therefore, it would be a burden to the 
examiner to search for each special technical feature that is not cited in the elected 
Group I. 

The requirement is still deemed proper and is therefore made FINAL. 

3. Claims 26-43 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b), as being drawn to a nonelected inventions, there being no allowable generic 
or linking claim. Applicant timely traversed the restriction (election) requirement in the 
reply filed on 4/28/08. 

Information Disclosure Statement 

4. The information disclosure statement(s) (IDS) submitted on 12/10/04 has been 
received and made of record. Note the acknowledged form PTO-1449 enclosed 
herewith. 

Drawings 

5. The drawings filed on 1 0/07/04 are acceptable. 
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Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1 , 2, 4, 6, 8, 9, 1 1 , 1 2, 1 5-1 7, 20 and 21 are rejected under 35 
U.S.C. 102(b) as being anticipated by US 6,176,864 to Chapman. 

Claims 1 and 15: Chapman disclose a device for joining a first body vessel to a 
second body vessel (anastomosis device), comprising: a concentric inner member 20 
having a distal end portion and defining a longitudinal axis; a concentric outer member 
40 defining a lumen dimensioned to receive the inner member therein; and a radially 
expandable anchor 30 disposed at the distal end of the inner member, the expandable 
anchor having an initial condition wherein the expandable anchor is disposed between 
the outer member and the inner member (Fig. 4) and an expanded condition wherein 
the expandable anchor is radially larger than the expandable anchor in the initial 
condition (Fig. 3); 

Claims 2 and 16: The expandable anchor is made from a foam-like material 
(col. 5, II. 36-45) 

Claims 4, 17 and 20: The distal end portion of the expandable anchor is shown 
to be radially larger than a proximal end portion of the expandable anchor when in the 
expanded condition (Fig. 9) to prevent removal of the anastomosis device, and wherein 
the expandable anchor has a thin- walled cylindrical shape when in the initial condition. 
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Claims 6 and 8: The inner member is an inner tubular sleeve defining a central 
lumen extending therethrough, which permits liquid to pass therethrough and drain 
through the inner tubular sleeve. 

Claims 9 and 21 : The expandable anchor is a hollow tube that defines at least 
one longitudinally oriented passage extending completely therethrough when in the 
expanded condition. 

Claims 11 and 12: Graft member 10 is everted over a portion of a distal end of 
the expandable anchor and the inner member, wherein the graft member is viewed as 
sheath disposed about the expandable anchor for defining the shape of the expandable 
anchor when in the expanded condition. The graft can member can also be viewed as 
being indirectly connected to the distal end of the tubular sleeve and act as grasper to 
the interior surface of the vessel 12. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 1 03(c) and potential 35 U.S.C. 1 02(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 1 . Claims 3 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chapman, as applied to the rejections above, and in view of US 2,898,913 to Ritter et 
al. 

Chapman discloses all the limitations of the claims except for the expandable 
anchor having a frustoconical shape when in the expanded condition. However, Ritter 
discloses that using connectors with frustoconical shapes are well known in the art, as 
seen in Fig. 3. Therefore, it would have been obvious to one of ordinary skill in the art 
at the time the invention was made to modify the device of Chapman to have a 
frustoconical shape since it is well known in the art, as shown by Ritter, and since it has 
been held that changing the shape of a working part involves only routine skill in the art. 
In re Dailey; 357 F.2d 669, 149 USPQ 47 (CCPA 1966). 
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12. Claims 5, 13, 14, 18 and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chapman, as applied to the rejections above, and in view of US 
5411,520 to Nash et al. 

Chapman discloses all the limitations of the claims except for the expandable 
anchor radially expands upon contact with moisture. Instead, Chapman discloses a 
self-expanding foam-like expandable anchor. However, the use of foam expanded by 
fluid is well known in the art. For example, Nash discloses an expanding foam plug 
that expands in the presence of blood. Thus, the self expanding foam of Chapman and 
the foam expandable in the presence of blood are well known foam expandable 
equivalents. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to substitute the foam of Chapman for the foam of 
Nash because it has been held that a substituting one known element for another 
equivalent element will yield predictable results. KSR Int'l Co. v. Teleflex Inc., 127 S.Ct. 
1727, 1742, 82 USPQ2d 1385, 1396 (2007). 

It is also noted that the foam taught by Chapman is collagen, which is a known 
bioabsorbable material that is absorbed over time. 

13. Claims 7 and 22-24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chapman, as applied to the rejections above, and in view of US 6,241 ,743 to Levin 
et al. 

Chapman discloses all the limitations of the claimed invention except for the 
inner tubular sleeve includes a region near its distal end which is porous. However, 
Levin discloses another anastomosis device having a structure 12 defining pores in 
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order to provide tine graft flow based nutrition (col. 5, II. 62-67). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
provide pores in the distal end of the inner tubular sleeve of Chapman since it would 
provide flow based nutrition to the everted graft at the distal end. 

14. Claim 10 Is rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Chapman. 

With regards to the limitation that the device further comprises a control unit, 
remotely located, for operating the anastomotic device, it would have been inherent for 
the device of Chapman to have a control unit in order to manipulate the device. If this is 
not found persuasive, then it would have been obvious to one of ordinary skill in the 
medical art to provide a control unit to the device of Chapman in order to remote control 
the deployment of the expandable anchor. 

Conclusion 

1 5. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571)272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 ) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 



